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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 
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5) Q Claim(s) is/are allowed. 

6) ISI Claim(s) 1. 11. 16-18. 22-26 is/are rejected. 
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DETAILED ACTION 

This office action is responsive to communication filed 1/4/2008. The status of 
the claims is as follows: claims 1,11,16-18 and 22-26 are under current examination. 
Please note that the finality of the last office action dated 1 1/27/2007 is withdrawn in 
view of the rejections below. 

Claim Rejections • 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1,11, 16-18 and 22-26 are rejected under 35 U.S.C. 103(a) as being 

unpatentable over PG Pub No: 2002/0034732 (hereinafter as "Capon", cited) and 

Olivo et al (1998, cited). Capon et al discloses a method for determining the 

susceptibility for an HCV (hepatitis C virus) antiviral drug or HCMV (human 

cytomegalovirus) antiviral drug. This method comprises the following steps: a. 

introducing a resistance test vector comprising a patient-derived segment and an 

indicator gene into a host cell; b. culturing the host cell; c. measuring the expression of 

the indicator gene in a target host cell; and d. comparing the expression of the indicator 

gene either in the presence or absence of an antiviral drug (see Abstract). Additionally, 

the authors make the following recitation: "This invention also provides a method for 

evaluating the biological effectiveness of a candidate HCV or HCMV anti-viral drug 

compound" (see Abstract). This prior art reference discloses that a test vector may be 
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delivered to the host cell at the time of infection or may be stably integrated into the 
target host cell chromosomal DNA (see paragraph 95); this teaching meets the 
limitations of claims 22-23 of the instant specification. Host cells are discussed in 
paragraph 120 and can be derived from human tissues, including hepatocytes, meeting 
the limitations of claim 24 of the instant specification. Lastly, Capon et al teach that RT- 
PCR is a sensitive method that can be used to detect replication in vitro expression 
systems (see whole document, including paragraph 20 and Example 12); see claims 
16-18 of the instant specification which are drawn to amplification of nucleic acid by RT- 
PCR. The authors do not disclose the following: the act of combining the first and 
second cell cultures with or without a third culture, each containing separate 
subgenomic viral replication systems; candidate antiviral agents including an organic 
chemical that does not comprise an oligopeptide or an oligonucleotides or does 
comprise an oligopeptide or an oligonucleotide; and incubation of the cell cultures for at 
least 20 hours. 

It would have been obvious for one of ordinary skill in the art to incubate the cell 
cultures with a candidate antiviral agent at varying durations. One would have been 
motivated to do so in order to determine what the incubation times would be optimal for 
differential drugs in producing an antiviral effect. The ordinary artisan would have not 
limited the scope of drugs in the screening method to any particular drug in order to 
increase the success of finding an antiviral compound by testing all types. Further, it 
would have been obvious for the ordinary artisan to screen for antiviral effects of a 
single drug on cell cultures containing cells infected with multiple subgenomic viral 
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replication systems. One would have been motivated to do so in order to efficiently 
determine the antiviral activity of a single drug for multiple subgenomic viral replication 
systems at once. Such a combination would result in the use of less candidate drugs 
and other required materials, such as media. The expectation of success would have 
been reasonable in determining optimal incubation times and multiple target screening 
of a single drug, given the techniques are well described and commonly used by the 
ordinary artisan. Furthermore, Olivo et al recites the following regarding the 
requirements of this method in preparing a single cell culture: "the preparation of the 
cells requires two separate steps (electroporation of the replicon followed by puromycin 
selection and plasmid transfection), but once the cells are prepared, the protocols for 
virus inoculation, sample processing, and data readout are quite simple" (see page 20). 
Olivo et al suggest that this approach could be used in screening antiviral drugs and in 
evaluating the efficacy of vaccines. Also, this approach may successfully apply to many 
different viruses by incorporating virus-specific cis and trans-acting factors into the 
assay (page 20). Thus, the invention as a whole was clearly prima facie obvious to one 
of ordinary skill in the art at the time the invention was made. 

Conclusion 

NO CLAIM IS ALLOWED. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michelle Horning whose telephone number is 571-272- 
9036. The examiner can normally be reached on Monday-Friday 8:00-5:00 EST. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce Campell can be reached on 571-272-0974. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
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